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The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection 
with your submission of the attached form related to a patent application or patent Accordingly, 
pursuant to the requirements of the Act, please be advised that: (1) the general authority for the 
collection of this information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited is voluntary; 
and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark 
Office is to process and/or examine your submission related to a patent application or patent. If you do 
not furnish the requested information, the U.S. Patent and Trademark Office may not be able to 
process and/or examine your submission, which may result in termination of proceedings or 
abandonment of the application or expiration of the patent. 
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1 . The information on this form will be treated confidentially to the extent allowed under the 
Freedom of Information Act (5 U.S.C. 552) and the Privacy Act (5 U.S.C 552a). Records from 
this system of records may be disclosed to the Department of Justice to determine whether 
disclosure of these records is required by the Freedom of Information Act. 

2. A record from this system of records may be disclosed, as a routine use. in the course of 
presenting evidence to a court, magistrate, or administrative tribunal, including disclosures to 
opposing counsel in the course of settlement negotiations. 

3. A record in this system of records may be disclosed, as a routine use, to a Member of 
Congress submitting a request involving an individual, to whom the record pertains, when the 
individual has requested assistance from the Member with respect to the subject matter of the 
record. 

4. A record in this system of records may be disclosed, as a routine use, to a contractor of the 
Agency having need for the information in order to perform a contract. Recipients of 
information shall be required to comply with the requirements of the Privacy Act of 1974, as 
amended, pursuant to 5 U.S.C. 552a(m). 

5. A record related to an International Application filed under the Patent Cooperation Treaty in 
this system of records may be disclosed, as a routine use, to the international Bureau of the 
World Intellectual Property Organization, pursuant to the Patent Cooperation Treaty. 

6. A record in this system of records may be disclosed, as a routine use, to another federal 
agency for purposes of National Security review (35 U.S.C. 181) and for review pursuant to 
the Atomic Energy Act (42 U.S.C. 218(c)). 

7. A record from this system of records may be disclosed, as a routine use, to the Administrator, 
General Services, or his/her designee, during an inspection of records conducted by GSA as' 
part of that agency's responsibility to recommend improvements in records management 
practices and programs, under authority of 44 U.S.C. 2904 and 2906. Such disclosure shall 
be made in accordance with the GSA regulations governing inspection of records for this 
purpose, and any other relevant (/.e., GSA or Commerce) directive. Such disclosure shall not 
be used to make determinations about individuals. 

8. A record from this system of records may be disclosed, as a routine use, to the public after 
either publication of the application pursuant to 35 U.S.C. 122(b) or issuance of a patent 
pursuant to 35 U.S.C. 151. Further, a record may be disclosed, subject to the limitations of 37 
CFR 1.14, as a routine use, to the public if the record was filed in an application which 
became abandoned or in which the proceedings were terminated and which application is 
referenced by either a published application, an application open to public inspection or an 
issued patent. 

9. A record from this system of records may be disclosed, as a routine use. to a Federal State 
or local law enforcement agency, if the USPTO becomes aware of a violation or potential 
violation of law or regulation. 
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For: Secreted and Cytoplasmic Tumor Endothelial Markers 



REASONS SUPPORTING PRE APPEAL BRIEF REQUEST FOR REVIEW 



Mail Stop AF 
Commissioner for Patents 
Box 1450 

Alexandria, VA 22313-1450 



This paper accompanies a Pre-Appeai Brief Request for Review and a Notice of Appeal. 
Claims 23, 24, 26, 27 are pending and are rejected under 35 U.S.C. § 102(e). There are clear 
errors in the rejection. 

Independent claim 23 is directed to a method of identifying tumor endothelial cells. The 
method comprises steps of (i) contacting a population of tumor cells containing endothelial cells 
with one or more antibodies which bind specifically to secreted protein, acidic, cysteine-rich 
(ofeonectin): (ii) detecting cells in the population which have bound to said antibodies; and (iii) 
identifying cells which are bound to said antibodies as tumor endothelial cells. 
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Dependent claim 24 further comprises the step of: (iv) isolating cells which have bound 
to said antibodies. Dependent claims 26 and 27 recite that the population of cells is in a tissue or 
bodily fluid, respectively. 

Each of the pending claims is rejected under 35 U.S.C. § 102(e) as anticipated by Long, 
US 2004/021 424 L The Examiner did not properly apply controlling legal precedent with respect 
to inherency and did not draw proper logical conclusions based on the facts. 

Rejection Under 35 U.S.C. § 102(e) 

A reference cited under 35 U.S.C. § 102 must expressly or inherently describe each 
element set forth in the rejected claim. Verdegaal Bros. v. Union Oil Co. of California, 814 R2d 
628, 631, 2 U.S.RQ.2d 1051, 1053 (Fed. Cir. 1987). Long does not expressly disclose step (i) 
of claim 23 ("contacting a population of tumor cells containing endothelial cells with one or 
more antibodies which bind specifically to secreted protein, acidic, cysteine-rich (oteonectin)"). 
Long teaches contacting a population of cells that includes bone precursor cells (claim 1). Long 
teaches that this population is obtained from bone marrow cells, bone, or peripheral blood cells 
(paragraph 0039). Long does not expressly disclose using a population of tumor cells, or such a 
population containing endothelial cells. The examiner implicitly acknowledges that Long does 
not expressly teach this population of cells by asserting that Long inherently teaches a method of 
identifying tumor endothelial cells. 

To establish inherency, however, extrinsic evidence "must make clear that the missing 
descriptive matter is necessarily present in the thing described in the reference, and that it would 
be so recognized by persons of ordinary skill/' Continental Can Co. v. Monsanto Co., 948 F.2d 
1264, 1268,20 U.S.P.Q.2d 1746, 1759 (Fed. Cir. 1991) (emphasis added). The Examiner asserts 
that because Long teaches contacting a population of cells, those cells must be tumor cells if they 

2 
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bind to the antibody, because the instantly claimed method would identify cells as tumor 
endothelial cells if they bind to the antibody. This reasoning fails because its underlying logic 
is faulty. 

A population of cells as taught by Long is from bone marrow, bone, or peripheral blood. 
If these cell types necessarily contain tumor cells, as would be required according to Continental 
Can, then 100 % of the human population would have a bone or hematopoietic cancer. In fact, 
many humans in the population do not have bone or hematopoietic cancers. 1 Therefore, many 
cell populations from bone or bone marrow or peripheral blood do not contain cancer cells. 



The U.S. Patent and Trademark Office has provided no extrinsic evidence to demonstrate 
that the missing descriptive matter is necessarily present in the thing described in the reference. 
Common sense and casual observations indicate that the missing descriptive subject matter is not 
necessarily present in the reference. 

The methods of each of Long and the claimed invention starts with a different starting 
material. Long finds a subset of his starting population and identifies it as being a bone 
precursor cells. The claimed invention identifies a subset among its different starting population 
and identifies it as being endothelial cells. The fact that they each allegedly use the same type of 



1 This conclusion accords with our casual observations. In fact, all cancers occur with a frequency of 462.9 per 
1 00,000 in the U.S. (All statistics are taken from the SEER Cancer Statistics Review (CSR), a report of cancer 
incidence, mortality, survival, prevalence, and lifetime risk statistics, is published by the Cancer Statistics Branch of 
the NCI.) This is 4.6 x I0* 1 %, not 100 %. Even if all cancers started in the bone or bone marrow, it is clear that any 
population of cells from the bone or bone marrow as taught by Long would not necessarily contain cancer cells. 
The following types of cancers arise out of bone or bone marrow: bone and joint cancers, lymphoma, myeloma, 
leukemias, lymphocytic cancer, myeloid and myocytic cancers. Bone and joint cancers occur at 0.9 per 1 00,000, 
i.e., 9 x 10" 4 %. Lymphoma occurs at an incidence of 22.3 per 100,000, i.e., 2.2 x IO" 2 %. Myeloma occurs at 5.6 per 
100,000, i.e.. at5.6x 10°%. Leukemias occur at 122 per 100,000 i.e., \2x 10' 2 %. Lymphocytic cancer occur at 
6.1 per 100,000, i.e.. 6.1 x 10° %. Myeloid and myocytic cancers occur at 5.4 per 100,000, i.e.. 5.4 x 10°%. 
These percentages do not add up to 100 %. These statistics demonstrate that only a small fraction of bone or bone 
marrow derived cell populations would contain cancer cells. Therefore any population of cells from the bone or 
bone marrow as taught by Long would not necessarily contain cancer cells. 

3 
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antibody to identify the different subsets does not make the two methods the same, nor does it 
make the two resulting cell subsets the same. This is because they start with two separate and 
distinct cell populations. 

The logic of the rejection is simply faulty. The rejection states that Long's "isolated cells 
would be identified as 'tumor endothelial cells' (as claimed) because they bound to said 
antibody." 2 If tumor endothelial cells are not present in the starting population, however, they 
will not be found, identified, or enriched by contacting with an antibody, if tumor endothelial 
cells are not necessarily present in the starting populations of Long, then Long cannot anticipate. 

Withdrawal of this rejection is requested because it does not comply with the law of 
anticipation by inherency. 



Respectfully submitted, 



BANNER & WITCOFF, LTD. 



Date: June 30, 2009 



By: 



/ Sarah A. Kazan! 



Customer Number: 22907 



Sarah A. Kagan 
Registration No. 32,1 4 1 



2 Office Action at page 3, lines 15-17. 
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